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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )M Responsive to communication(s) filed on 02 October 2006 . 
2a)KI This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) E3 Claim(s) 1.3.7-16 and 21 is/are pending in the application. 

4a) Of the above ,claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1.3.7-16 and 21 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .1 21 (d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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Applicants' Amendment filed October 2, 2006 is acknowledged. Claims 1 , 3, 7- 
16 and 21 remain under consideration. 

An Information Disclosure Statement filed February 5, 2007 is further 
acknowledged and has been reviewed. 

The abstract of the disclosure is objected to because the present claims are not 
drawn to the co-administration of two active agents, i.e., a 5-HT 3 receptor antagonist 
and a noradrenaline reuptake inhibitor. Correction is required. See MPEP § 608.01(b). 

Rejections and/or objections not reiterated from previous Office Actions are 
hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set presently applied to the instant claims. 

Claims 1 , 3, 7-16 and 21 are rejected under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to practice the invention. The claims are directed to methods of treating 
nausea, vomiting, retching or any combination thereof wherein the cause is an 
anesthetic, radiation, a cancer chemotherapeutic agent, a toxic agent, an odor, a 
medicine, pregnancy, motion, a condition associated with vertigo, headache or a 
malady of the gastrointestinal tract. The specification does not reasonably provide 
enablement for the claimed methods within the full scope of the claimed methods. 

To be enabling, the specification must teach those skilled in the art how to make 
and use the full scope of the claimed invention without undue experimentation. In re 



Application/Control Number: 10/757,981 Page 3 

Art Unit: 1614 

Wright, 27 USPQ2d 1510, 999 F.2d 1557, 1561 (Fed. Cir. 1993). Explaining what is 
meant by "undue experimentation," the Federal Circuit has stated that: 

The test is not merely quantitative, since a considerable amount of experimentation is permissible, if it is merely routine, or 
if the specification in question provides a reasonable amount of guidance with respect to the direction in which 
experimentation should proceed to enable the determination of how to practice a desired embodiment of the claimed 
invention. PPG v. Guardian, 75 F.3d 1558, 1564 (Fed. Cir. 1996). 

The factors that may be considered in determining whether a disclosure would 
require undue experimentation are set forth by In re Wands, 8 USPQ2d 1400 (CAFC 
1988) at 1404 wherein, citing Ex parte Forman, 230 USPQ 546 (Bd. Apis. 1986) at 547, 
the court recited eight factors to consider when assessing whether or not a disclosure 
would require undue experimentation. These factors are: 

1 ) the quantity of experimentation necessary 

2) the amount of direction or guidance provided 

3) the presence or absence of working examples 

4) the nature of the invention 

5) the state of the art 

6) the relative skill of those in the art 

7) the predictability of the art and 

8) the breadth of the claims. 

These factors are always applied against the background understanding that 
scope of enablement varies inversely with the degree of unpredictability involved. In re 
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Fisher, 57 CCPA 1099, 1 108, 427 F.2d 833, 839, 166 USPQ 18, 24 (1970). Keeping 
that in mind, the Wands factors are relevant to the instant fact situation for the following 
reasons: 

The nature of the invention, state of the prior art, "relati ve skill of those in the art 
and the predictability of the art 

The invention is drawn to methods of treating nausea, vomiting, retching or any 
combination thereof wherein the cause is an anesthetic, radiation, a cancer 
chemotherapeutic agent, a toxic agent, an odor, a medicine, pregnancy, motion, a 
condition associated with vertigo, headache or a malady of the gastrointestinal tract 
comprising administering a compound of instant formula I or instant formula II, 4-(2- 
fluorophenyl)-6-methyl-2-(1-piperazinyl)-thieno[2,3-d]pyrimidine (which is MCI-225). 

The relative skill of those in the art is high, generally that of an M.D. or Ph.D. with 
expertise in the area of gastroenterology. 

According to The Merck Index , which is cited for evidentiary purposes only, 
causes of nausea and vomiting are multi-factorial. See the pages 2056-2057, 2455 and 
2512-2513, which suggest treatment regimens are often unpredictable. For example, 
promethazine may be effective for nausea subjectively categorized as "mild" in some 
patients, while another patient with symptoms that appear to be the same, will respond 
only to ondansetron. Thus the prior art recognizes a degree of unpredictability in the 
treatment of nausea, vomiting, retching or any combination thereof. 
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The breadth of the claims 

The claims are broad both in the recitation of various causes of nausea, vomiting, 
retching or any combination thereof and with regard to the numerous possible 
compounds that are encompassed in instant formula I. 

The amount of direction or guidance provided and the presence or absence of 
working examples 

There is a single working example drawn to a comparison of administering the 
compound designated MCI-225, ondansetron or vehicle alone, following administration 
of cisplatin in an animal model. See pages 49-5 and, in particular, Table 2, where a 
decrease in the number of emetic episodes is noted. The showing is limited to the 
administration of a single compound (MCI-225) of the present invention wherein the 
cause of emesis is cancer chemotherapy-induced. 

The guantitv of experimentation necessary 
' Applicants have failed to provide guidance as to other causes of nausea, 
vomiting, retching or combinations thereof, or for the administration of any other 
compound of instant formula I. No direction is provided to distinguish among the 
compounds encompassed in claims 1, 3 and 7-15, or to distinguish among the various 
etiologic factors that are claimed. Absent reasonable a priori expectations of success 
for using any compound of instant formula I for a specific emetic condition, one skilled in 
the art would have to test extensively the various compounds and factors. Since each 
prospective embodiment, as well as future embodiments as the art progresses, would 
have to be empirically tested, undue experimentation would be required to practice the 
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invention as it is claimed in its current scope. The specification provides inadequate 
guidance to do otherwise. 

In the absence of experimental evidence commensurate in scope with the claims , 
the skilled artisan would not accept the assertion that any compound of instant formula I 
could be employed to treat any of the recited, unrelated causes of nausea, vomiting, 
retching or combinations thereof. Accordingly, the instant claims do not comply with the 
enablement requirements of 35 U.S.C. 112, first paragraph, since to practice the 
claimed invention would require a person of ordinary skill in the art to engage in undue 
experimentation with no assurance of success. 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321(c) or 1 .321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claims 1 , 3, 7-16 and 21 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1-3 of U.S. Patent No. 
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7,094,786. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because the claims of the patent are drawn to the 
administration of MCI-225 to treat nausea and vomiting that results from the 
administration of cancer chemotherapeutic agents. 

Claims 1, 3, 7-16 and 21 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 71-158 of 
copending Application No. 10/846978. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because the claims in the co-pending 
application encompass the instantly claimed subject matter. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

No claim is allowed. 

THIS ACTION IS MADE FINAL. Applicants are reminded of the extension of 
time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this Final Action is set to expire THREE 
MONTHS from the mailing date of this Action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this Final Action and the Advisory Action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the Advisory Action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the Advisory Action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this Final Action. 
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Any inquiry concerning this communication or earlier communications from the 
Examiner should be directed to Phyllis G. Spivack whose telephone number is 571-272- 
0585. The examiner can normally be reached on 10:30 AM-7 PM. 

If attempts to reach the Examiner by telephone are unsuccessful after one 
business day, the Examiner's supervisor, Ardin Marschel can be reached on 591-272- 
0718. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



July 4, 2007 



Phyllis G. Spivack 




/PHYUUS SPIVACK 
epHMARY EXAMINER 



